NMHCTPYKIMA
1O MEJUITMHCKOMY TTPUMEHEHMIO JIEKAPCTBEHHOI'O IIPEITAPATA
TEH®EPOH® JIAWUT

Toprosoe HanmenoBanne: ' EHOEPOH® JIAWT

Perucrpanmnonnsiii Homep: JICP-005614/09

Me:kayHapoHOe HENATEHTOBAHHOe MHJIH TPYNNHPOBOYHOEe HamMeHoBaHme: llHTepdepon
anbga-2b+TaypuH.

JlexapcTBeHHasi popMa: CyNIIO3UTOPUH BarHHAIBHBIC U PEKTAIbHEIE.

CocTaB HA OJIMH CYNIIO3UTOPHIA:

oeticmeyrowue sewecmea: naTephepoH anbda-2b denoseuyeckuit pekoMOuHaHTHBIN (pullDH-
a2b) — 125 000 ME umm 250 000 ME; taypun — 0,005 T

scnomozamenvhvie sewjecmsa: TBepAbId xkup, Aekctpan 60000, makporon 1500, momucopdar 80,
AMyJnbratop T2, HaTpus TUAPOLUTPAT, TUMOHHAS KUCIIOTa, BOJIa OUUIICHHAS.

Onucanue

benoro unm 6enoro ¢ )KenToBaThIM OTTEHKOM LIBETA CYNIO3UTOPUH LUIUHIPHUIECKON (OPMBI C
320CTPEHHBIM KOHIIOM, Ha IPOJOJIBHOM Cpe3e OJHOpOAHBI. Ha cpese moryckaeTcss Haaudue
BO3/IYIITHOTO CTEPKHS UM BOPOHKOOOPA3HOTO YIITyOIeHUS.

DapMaKoeJIOrHYecKas rPyNna: IMMYHOMOTYJIUPYIONTUE CPEACTBA, HHTEP(EPOHEI.

Kon ATX: LO3ABO05

®APMAKOJIOTHYECKHUE CBOMCTBA

HNMMyHO00HO0JI0rHYEeCKHE CBOICTBA

TEH®EPOH® JIAWIT — KkoMOMHHPOBAaHHBIA Ipenapar, ACiiCTBHE KOTOPOro 0OYCIOBICHO
KOMIIOHEHTaMH, BXOJSIIUMHU B ero coctaB. OKa3bplBaeT MECTHOE M CUCTEMHOE JICHCTBUE.

B cocra mpemapara EHOEPOH® JIAUT BXOZMT pEKOMOHHAHTHBI UeNOBEUESCKHIL
untepdepon anbda-2b, BeipabaTbiBaeMblii mTamMmoMm Oaktepuu Escherichia coli, B kotopyro
METO/IaMH TeHHOW WHKEHEPHUH BBEJIEH TeH nHTepdepoHa anbda-2b yenoBeka.

Wutepdepon anbda-2b OKa3bIBacT IIPOTUBOBUPYCHOE, MMMYHOMOJIYJIUPYIOIIIEE,
anTunponudepaTuBHoe U  aHTHOaKkTepuaibHOe JeicTBUE. I[IpoTHBOBHpYCHBIN  3PdeKT
OTIOCpeIOBaH aKTUBAIMEH psjia BHYTPUKIETOUHBIX (DEPMEHTOB, MHTHOUPYIOUINX PEIUINKALIUI0
BUpycoB. VIMMyHOMoOAyHpyloliee ACHCTBUE NPOSBISETCS, B IMEPBYI0 OYepelb, YCUIECHUEM
KJIETOYHO-OMOCPEOBAaHHBIX PEAKIMA HMMMYHHOM CHCTEMBI, YTO MOBBIMAET 3((HEKTUBHOCTH
MMMYHHOTO OTBETa B OTHOUIEHMHM BHPYCOB, BHYTPUKJIETOUYHBIX [1apa3uTOB M KIETOK,
IpPETepIEeBIINX OMyXOJeBYK TpaHchopMaluio. ITO JOCTHraercs 3a CcyeT aKTHBaluu
CD8+ T-xmmiepoB, NK-kieTok (€CTECTBEHHBIX KWIUIEPOB), YCWICHHUH IU(P(HEpEeHIMPOBKU
B-nmumponuToB M NpomyKIMM HMHU aHTUTEN, aKTUBAlMM MOHOIMTApHO-MaKpoQaraibHOM
cucteMbl U (harouuTo3a, a TAKXKE IOBBIIMIEHUU SKCIPECCHH MOJIEKYJ TJIABHOTO KOMILIEKca
TUCTOCOBMECTUMOCTH | THIa, 4TO MOBBIIIAET BEPOSITHOCTh PACHO3HABAHUS MH(DUIMPOBAHHBIX
KJIETOK KJIETKAaMM HMMYHHOM CHCTE€Mbl. AKTHMBM3alUsl TMOJ BO3JAeHWcTBUEM HHTepdepoHa
JIEUKOLUTOB, COAEPIKAILMXCSI BO BCEX CIIOSX CIM3UCTON 00OJOYKH, 00ECIEUNBACT UX AKTHBHOE
y4acTue B JIMKBUAAIIMU MATOJIOIMYECKUX OYaroB; KpOME TOTO, 3a CUET BJIMAHHUSA HHTEepdepoHa
JIOCTUTAETCs ~ BOCCTAHOBJIEHHE  MPOAYKLUMH  CEKPETOPHOTO  HMMMYHOIJIOOynuHa  A.
AHTHOaKTepuaIbHbld 3Q(GEKT OMocperoBaH peakUUsIMH UMMYHHOW CHUCTEMBI, YCHUIMBAEMBIMU
O[] BIMSIHUEM UHTep(epoHa.

Taypun cnocoOcTByeT HOpMallM3allMd METa0OJMYECKHX IPOLECCOB M pereHepanuu TKaHew,
oOnagaer MeMOpPaHOCTAOMIM3UPYIOIMM M HWMMYHOMOAYJIHPYIOUIUM JeicTBUEM. SIBIssCH
CHJIbHBIM aHTUOKCHIAHTOM, TaypHH HENOCPEACTBEHHO B3aUMO/ICHCTBYET C aKTUBHBIMH (hopMaMu
KHCJIOPO/a, M30bITOYHOE HAKOIMJICHHE KOTOPBIX CIIOCOOCTBYET pPAa3BUTHIO MMATOJIOTMYECKHX

C.1



nporeccoB. TaypuH CIOCOOCTBYET COXpPAaHEHHUIO OMOJIOTMYECKOW aKTMBHOCTH WHTEpQEpOHa,
yCUJIMBasl TeparneBTHUecKuit 3 ekt npruMeHeHus npenapara.

DapMaKOKHHETHKA

[Ipu pextanbHOM BBEJEHMM IIpenapaTa OTMEYaeTcsl BbICOKas OuomocTymHocThb (Oosiee 80%)
UHTEpPEpOHa, B CBA3M C UYEM JOCTHUTaeTCsl KaK MECTHOE, TaK M BBIPAKEHHOE CHCTEMHOE
UMMYHOMOAYJIUPYIONIee ISHCTBHE; NMPHU WHTPAaBarMHAIBHOM IPUMEHEHHH 3a CYET BBICOKOM
KOHIIGHTPAlUHU B o4are MH(EKIUU 1 (PUKCcaluu Ha KIETKaX CIU3UCTON OOOJOYKH JTOCTUTAETCS
BBIDAKCHHBI MECTHBIH NPOTUBOBUPYCHBIH, AHTHNPOIN(EPATHUBHBIH M aHTHOAKTEPUAIbHBIH
a¢deKT, Ipr 3TOM CHCTEMHOE JICHCTBHUE 3a CUET HU3KOW BCACHIBAIOMICH CIIOCOOHOCTH CIU3UCTOU
000JIOYKM BIIATaIWIIAa HE3HAUYUTEJIbHOE. MakcuMaibHas KOHLEHTpanus HWHTepdepoHa B
CBIBOPOTKE KPOBU JOCTUTAETCS Yepe3 5 YacoB MOcCie BBeneHUs mpemnapara. OCHOBHBIM ITyTeM
BBIBEICHUS O-MHTEp(EpOHa SBIAETCS IMOYeyHbI Kartabomu3M. Ilepuon mnosyBbIBEICHUS
coctaByisieT 12 yacoB, uTO 0OYCIOBIMBAET HEOOXOAMMOCTh NPUMEHEHHUs IpenapaTta 2 pasa B
CYTKH.

Ilokazanus K NpUMEHEHH IO

- B kadyecTBe KOMIIOHEHTa KOMIUIEKCHOM Tepanuu — JJis JICUEHUS] OCTPHIX PECHUPATOPHBIX
BUPYCHBIX HMH(EKIMI U Apyrux MHOPEKUMOHHBIX 3a00JeBaHU OakTepuaIbHOW U BUPYCHOMU
ITUOJIOTUM Y JETEH.

- B kxauecTBe KOMIIOHEHTa KOMILJIEKCHOW TEepaIU - IS JICYCHUS U MPO(UIAKTHKN TOBTOPHBIX
AMU30/I0B OCTPBIX PECITUPATOPHBIX BUPYCHBIX HHPEKIINI Y YaCTO U JUIUTEIHLHO OOJICIONUX 1eTel
B Bo3pacTe OT 3 110 6 JieT.

- Jlns nedennst MHGEKIIMOHHO-BOCTIAIUTEIBHBIX 3200JIEBAHUH YPOTCHUTAIIBHOTO TPAKTA Y IETSH
U JKEHIIVH, B TOM 4ucjie OepeMeHHbIX, Ha ()OHE Ha3HAYaeMOW M KOHTPOJIUPYEMOM BpauoMm
cnenn(uIecKkoi Tepanuu.

Cnoco0d npuMeHeHu s M 035l

[IpenapaT MOXET MPUMEHATHCSA KaK BarMHaJIbHO, Tak U pekTanbHO. Criocod BBeAEHMS, 1032 U
JUIMTEIBHOCTh Kypca 3aBHCAT OT BO3pacTa M KOHKPETHON KIIMHUYECKOW CUTyallMH. Y B3pOCIBIX
u neteit crapie 7 net lenpepon® Jlaiit npumenstor B 103e 250 000 ME untepdepona anbpa-
2b Ha cynmo3uTopuil. Y nereil no 7 neT, BKJIouas JeTeill rpyAHOro Bo3pacTa, Oe30MacHBIM
SBJISIETCS TpUMEHeHune npernapata B go3e 125 000 ME unrtepdepona anbda-2b Ha Cynmo3uTopui.
V keHumH, Haxoaamumxcs Ha 13-40 Henene GepeMeHHOCTH, Ipenapar npuMeHsiercs B 1o3e 250
000 ME unTepdepona anbha-2b Ha Cynmo3uTOpHii.

Pexomenoyemuvle 0031 U percumol 1e4eHUA:

e OcTpble pecnipaToOpHbIe BUPYCHbIE HH(EKIIUM U IPYrHe ocTpbie 3a00/1eBaHUsI BUPYCHOM
NPHUPOABI y JeTeli: 0 | Cynmo3uTOpHIO PEKTAIBbHO 2 pa3a B J€Hb C 12-4acOBBIM MHTEPBAIOM
napajieJIbHO OCHOBHOUM Tepanuu B TeueHue 5 nHed. Eciu 1o ucTedeHun S5-THEBHOTO CpokKa
J€YeHHs] CUMIITOMBI 3a00JIeBaHUSI HE YMEHBIIAIOTCS WM CTAHOBATCSA Oojee BBIPAXKEHHBIMH,
HNAUEHTY clieAyeT 0OpaTuThes K Bpady. [lo KiIMHUYECKUM MOKa3aHUsIM BO3MOXKEH OBTOP Kypca
JIEYEHUs NOCIIE 5-AHEBHOIO HHTEPBAIA.

e OcTpble pecnMpaToOpHbie BUPYCHbIE HHPEKIUHN Y YACTO U AJIUTEIHLHO 00JIeI0IIHX AeTel B
Bo3pacte oT 3 10 6 ser: no 1 cynnosuroputo (125 000 ME) pekranbHo 2 paza B CyTKH C
uHTepBaJioM B 12 4vacoB B TeueHue 10 aHel mapaiuienbHO cTaHgapTHoOM Tepamnuu. [locme
3aBepILEHUs] OCHOBHOI'O IEpHOAa JIEYEHUS OCTPOM pecHUpaTOPHON BHUPYCHOW HH(peKIuu
BO3MOXKEH TIepexoj] Ha MpoduiakTuyeckyro cxemy: mo 1 cynmosuroputo (125000 ME)
peKTanbHO 1 pa3 Ha HOUb Yepe3 IEHb B TEUEHUE 3-X HEJEINb.

e XpoHnuyeckHe MHGPEKIHMOHHO-BOCHAIUTEIbHbIC 3200/IeBAHUSI BHPYCHOW 3THOJIOTHM Y
aeteii crapue 7 Jjet: mo 1 cynmosutoputo (250 000 ME) pekransho 2 pasa B ieHb ¢ 12-4acoBbIM
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WHTEPBAJIOM MapaUIeIbHO CTaHIApTHOW Tepanuu B TeueHue 10 mueit. 3atem B TeueHue 1-3
MeCSILEB — M0 1 Cynmo3uTOpUIO PEKTATBHO HA HOUb Y€pe3 JCHb.

e Ocrtpble MHPEKIMOHHO-BOCHAINTEIbHbIE 3200J/IeBAHMS YPOT€HUTAJbHOIO0 TPAaKTa y
aeteii: o | Cynmo3uToOpuIo peKTaNIbHO 2 pa3a B JeHb ¢ 12-4acoBbIM UHTEPBAJIOM B TeueHue 10
nHel Ha (poHe Ha3HA4YaeMOU U KOHTPOIHPYEMON BpauoM criennpuueckoil Tepamnum.

e HudexknuoHHO-BOCHATUTEIbHbIE 3200/IeBaHUSI  YPOT€HUTAJBHOIO TpPakra Yy
O0epeMeHHnbIx: 110 1 cymmosutoputo (250 000 ME) BarmnansHO 2 pasza B JeHb C 12-4acoBbIM
uHTepBasioM B TeueHue 10 mgHeld Ha (oHE Ha3HAYaeMOW M KOHTPOJIUPYEMOW BpavyoM
cnenupuyecKoi Teparnuu.

o NHpexnuonHo-BocnainTeIbHbIe 3200/1€eBAHUS YPOTeHUTAJBHOI0 TPAKTA Y KEHIINH: 110
1 cynmoszutoputo (250 000 ME) BarnHanbHO WM PEKTAIbHO (B 3aBHCHUMOCTH OT XapakTepa
3a0omneBanus) 2 pasa B JIeHb ¢ 12-yacoBbIM HHTEpBajoM B Teuenue 10 nueil Ha ¢poHe Ha3HaYaeMon
U KOHTPOJIMPYEeMO# BpauoMm crenuduueckoit tepanuu. [1pu 3atsokubix Gpopmax 3 pasza B HeJeno
yepes JIeHb 1Mo 1 cynmno3utopuio B TeueHue 1-3 mecsiies.

IToOouHoe felicTBHE

[Ipenapat xopoto nepenocutcst 6onbHbIME. O4eHb penko (uactora meree 1 Ha 10 000 cnyuaes):
UMEIOTCSl €AMHUYHBIC COOOIIEHUS O Ciydyasx pPa3BUTHUS aUIEPTHMUECKuX peakuuil. J(aHHbie
ABIICHUST OOpaTUMBI M UCYE3aIOT B TEUEHUE 72 YacoB IMOCHE IMPEKpAllleHUs BBEACHHUS.
[Iponomkenue Te4eHus BO3MOXKHO MOCIIE KOHCYJIBTAIIMH C BPAYOM.

Jlo Hacrosiiiero BpeMEHU He HaOII0JalloCh TSDKENBIX WM OMACHBIX IS JKM3HU MOOOYHBIX
SIBJICHH.

IIpoTuBONOKa3aHUSA
WNunuBuyanbHas HEMEPEHOCUMOCTh MHTEp(EpOHa M APYTMX BELIECTB, BXOAALIMX B COCTaB
npemnapara. | TpumecTp 6epeMeHHOCTH.

C 0CTOPOKHOCTHIO
ObocTpeHne aepruyeckux U ayTOMMMYHHBIX 3a00JIeBaHUH.

IIpumeHeHnyne npu 0ePEeMEHHOCTH M B NIEPHO/I TPY/IHOT0 BCKAPMJINBAHUSA

Knunnueckumu uccnenoBaHusIMH  JJoKazaHa 3()@PeKTUBHOCTh M 0€30MacHOCTh NPUMEHEHUS
npenapata TEHOEPOH® JIAUT y xenmun, Haxoaamuxcs Ha 13-40 Henerne GepeMEHHOCTH.
[Tpumenenue B I TpumecTpe 6epeMEHHOCTH TPOTHUBOMOKA3aHO.

He nmeer orpannueHunii K IpUMEHEHUIO B IEPUO/T JIAKTALINH.

B3aumojeiicTBHE ¢ IPYTUMH JIeKADCTBEHHBIMHU CPEACTBAMH

T'endepon® JlaiiT Haubonee 2pdeKkTHBEH B KauecTBEe KOMIIOHEHTa KOMILIEKCHOM Tepanuu. [Ipu
COUETAaHUHM C aHTUOAKTepUATbHBIMU, (DYHTMIHUIHBIMA M TPOTHUBOBHPYCHBIMHU IpenapaTaMu
HAOJIIO/TaeTCS B3aWMHOE IOTCHIIUPOBAHUE JICWCTBHS, YTO IIO3BOJISIET JOOUTHCS BBICOKOTO
CYMMapHOTO Te€parneBTHYECKOro 3 dekra.

Ilepeno3upoBKa

Cnyuan nepenosuposkd I'EHOEPOH® JIAMT wme 3aperucTpupoBanbl. IIpu  ciydaitHOM
€MHOBPEMEHHOM BBEJICHUH OOJIBIIETO YMCIIA CYyNIO3UTOPUEB, YeM OBLIO MPEANUCaHO BPavuoOM,
CIeQyeT MPHUOCTAHOBUTH JajbHEWIIee BBeIeHUE Ha 24 4yaca, MOCJIE€ Yero JICYEHHE MOKHO
BO300HOBUTH TIO MIPEMUCAHHON CXEME.

Oco0ble YKa3zaHus

TEH®EPOH® JIAWT He BIMseT HA BBINOIHEHUE MOTEHIIMAIBHO OMACHBIX BUJIOB JICSITECIBHOCTH,
TpeOyIomuXx 0co00ro BHUMaHUS M OBICTPHIX peaKIuii (YIpaBieHHe TPAHCTIOPTHBIMU CPEICTBAMU,
MalIuHHBIM 000PYI0OBAaHUEM U T.I1.).
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YciaoBus XpaHeHus
IIpu Temneparype ot 2 10 8°C.
XpaHUTb B HEIOCTYITHOM JIJIs1 IETE€H MecTe.

DopMa BBIIIYCKA

Cynno3uropuu BaruHaibHbIe U pekTaibHbie 125 000 ME+5 mr u 250 000 ME+5 wmr.

[To 5 cynmo3uTtoprieB B KOHTYPHOW SYEWKOBOM yIAaKOBKE W3 (OJIBI'M aOMUHUEBON C
MOJIM3TUIIEHOBOM MOJJIOKKON. 2 KOHTYPHBIX SYEMKOBBIX YIIAKOBKM BMECTE€ C MHCTPYKUHUEH IO
MPUMEHEHHUIO B MAUYKy U3 KapTOHA.

CPpoOK IroJTHOCTH
2 rona.
He npuMeHSTh 10 HCTEYCHUH CPOKA TOJTHOCTH, YKa3aHHOTO Ha YITaKOBKE.

YciaoBusi 0OTIyCKA U3 aNTEK
OtnyckaroT 0e3 perenTa — Cynmno3uTOPUH BarnHainbHbIe U pekTaibHbie 125 000 ME + 5 wr.
OTITyCKaIOT MO pelenTy — CyNno3uTOPUU BaruHaiabHble U pekTtaibabie 250 000 ME + 5 mr.

Buajgesen perucTpaliioHHOI0 VIOCTOBEPEHUS

AO «BMOKA/l», Poccusi, 198515, r. Cankrt-IlerepOypr, BH.Tep.r. mocenok CtpenbHa, II.
CrpenbHa, yn. Cessu, 1. 38, ctp.1, nomeni.89

IIpoun3BoauTtean

AO «BUOKAl», Poccusi, 143422, MockoBckasi 00:1., r.0. KpacHoropcek, c¢. [lerpoBo-/lanbHee,
yi1. [Ipomeinuiennas, 1. 5, k.2.

Oprasu3anus, IPUHUMAIONIAS NPETeH3UH NOTPpeonTe e

AO «BUOKAl», Poccus, 198515, r. Cankr-lIlerepOypr, BH.Tep.r. mnocenok CTpenbHa, II.
CrpenbHa, yi. Ces3u, 1. 38, ctp.1, momenr.89

Ten.: +7 (812) 380 49 33,

®axc: +7 (812) 380 49 34

e-mail: biocad@biocad.ru

Wudopmaiinio o pa3BUTHH HEKENATSIbHBIX PEaKIMi HAPaBJIATh 1o aapecy: safety@biocad.ru

C. 4


mailto:biocad@biocad.ru
mailto:safety@biocad.ru

